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DETAILED ACTION 

Examiner acknowledges receipt of request for reconsideration and a listing of all the 
claims filed 5/1 1/06. No claim is amended in the filing of 5/1 1/06. Claims 1-9, 12, 13, 16-23, 
25 and 27-33 are pending. 

Response to Arguments 
Previous rejections that are not reiterated herein are withdrawn. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

1. Claims 1-9, 12, 13, 16-23, 25 and 27-33 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the written description requirement. The claim(s) contains subject 
matter, which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. There is no description of what "finely dispersed" is and 
there is no description of how polyvinylpyrrolidone is "finely dispersed" in the polyvinyl acetate. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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3. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

4. Claims 1-7, 9, 12, 13, 16-23, 25 and 27-33 remain rejected under 35 U.S.C. 103(a) as 
being unpatentable over Ortega (US 4,837,032). 

Ortega discloses compressed tablet comprising theophylline, polyvinylpyrrolidone, 
polyvinyl acetate, cellulose acetate phthalate and a mixture or stearic acid, magnesium stearate 
and talc (abstract; column 2, lines 56-68,. column 3 ? lines 57-63., and column 4, lines 3-18 ). 
The theophylline granule composition is wet granulated from a mixture heated to 40 °C to 50 °C 
(example 1), which is dried before combining with the mixture of polyvinylpyrrolidone and 
polyvinyl acetate and lubricant. Stearic acid is listed as an additive in the instant application 
(page 8, line 20) and the stearic acid of Ortega meets the limitation of additive recited in instant 
claim 25. Regarding claim 1 7, which is drawn to composition, it is noted that how the 
composition is made carries no patentable weight because product-by-process claims are not 
limited to the manipulations of the recited steps, only the structure implied by the steps; and 
"[e] ven though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself. The patentability of a product does 
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not depend on its method of production. If the product in the product-by-process claim is the 
same as or obvious from a product of the prior art, the claim is unpatentable even though the 
prior product was made by a different process." Ortega discloses a process of wet granulating a 
mixture of theophylline, polyvinylpyrrolidone cellulose acetate phthalate; the dried granulate is 
then combined with mixture of polyvinylpyrrolidone, polyvinyl acetate and lubricant, which is a 
mixture or stearic acid, magnesium stearate and talc (abstract; column 2, lines 56-68; column 3, 
lines 57-63; and column 4, lines 3-18) at a temperature of 40 °C to 50 °C (example 1). 
Regarding the molecular weight of the polyvinylpyrrolidone recited in instant claim 1, it is noted 
from the silence of Ortega on the molecular weight of the polyvinylpyrrolidone, that 
polyvinylpyrrolidone of any molecular weight can be used except declared by applicants to be 
contrary to Ortega's invention. Regarding the ratio' of polyvinyl acetate to polyvinylpyrrolidone, 
it is within the purview of the person of ordinary skill or skill in the art to determine the relative 
amounts of the polyvinylpyrrolidone and polyvinyl acetate necessary for a sustained or 
controlled release formulation and in this case however, in example I, Ortega uses 9 kg of 
polyvinyl acetate in particle form to 6 kg of polyvinylpyrrolidone which translates into 60 :40 or 
6:4 (9/15 to 6/15); the 60:40 polyvinyl acetate polyvinylpyrrolidone meets the limitation of 
claim 2. Ortega teaches a sustained release composition comprising theophylline, polyvinyl 
acetate and polyvinylpyrrolidone, cellulose acetate phthalate and optionally lubricant (abstract). 
Ortega specifically teaches that water-soluble polymers or gel forming polymers are used in the 
composition and the water-soluble polymers or gel forming polymers in Ortega are 
polyvinylpyrrolidone and cellulose derivatives such as hydroxypropylcellulose (column 3, lines 
49-53). Example I prepares the composition by granulating theophylline and cellulose acetate 
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with polyvinylpyrrolidone in ethanol and the wet mass is dried and sieved. The theophylline 
based dried granules from the preceding step represents the at least one active agent of claim 1 
b). The dried granulate is then mixed with a combination of polyvinylpyrrolidone, polyvinyl 
acetate and lubricant, which is made up of stearic acid, talc and magnesium stearate, to produce 
granules that are formulated into a final form of a tablet. The second step, where the dried 
theophylline particles and the PVP:PVA:lubricant are combined to produce granules of active 
theophylline composition does not use solvent and meets the process of claim 1. The molecular 
weight recited in claims 1, 4 and 17 is a broad range of 20,000 to 1,000,000 and this range is 
characteristic of the polyvinylpyrrolidone and polyvinyl acetate and since the prior art is silent on 
the molecular weight of the polyvinylpyrrolidone and polyvinyl acetate, it flows that 
polyvinylpyrrolidone and polyvinyl acetate having any molecular weight would work in the 
composition. Further, Example I describes particles having size less that 30 mesh, which is less 
than 595 jam; and this size lies within the particle size of 20-700 Jim recited in claim 6. There is 
no demonstration in applicants' specification that shows that the particles size of 20-700 (im 
confers unusual results to the active agent. The disclosure of lubricant in the 
composition/formulation of Ortega meets the limitation of claim 7, the cellulose phthalate added 
in step 1 to produce the theophylline based dry granules meets the requirement of claim 12 where 
the excipient is added before, during or after granulation. Polyvinylpyrrolidone or the 
combination polyvinylpyrrolidone and polyvinyl acetate meet the water-soluble polymer 
requirement of claims 13, 16, 29. Fatty acids, salts of fatty acids, mineral oil and hydrogenated 
vegetable oils are also examples of lubricant that can be used in Ortega (column 3, lines 57-59) 
meeting claim 31 and 32. Also, hydroxypropyl methylcellulose, methylcellulose and sodium 
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carboxy methylcellulose are examples of water-soluble polymers that can be used in Ortega 
(column 3, lines 50-53) meeting claims 29, 30. However, Ortega, while teaching wet 
granulation for the first step in which the theophylline granules are made, Ortega does not 
specifically disclose the granulation process used in step 2 and specification does not disclose 
mixer granulation or fluidized bed granulation or extrusion granulation in either the first step of 
the second step. But these forms of granulation are known processes of granulation. Therefore, 
it would have been obvious to one of ordinary skill in the art at the time the invention was made 
to wet granulate the mixture of theophylline, polyvinylpyrrolidone, polyvinyl acetate, cellulose 
acetate phthalate and a mixture or stearic acid, magnesium stearate and talc according to Ortega. 
One having ordinary skill in the art would have been motivated to substitute one granulation 
process with another with the expectation of producing granules of the composition. 

Response to Arguments 
5. Applicant's arguments filed 5/1 1/06 have been fully considered but they are not 
persuasive. 

Applicant argues that 

a) Ortega's tablet contains PVP particles and PVA particles in compressed such that there 
is no indication that PVP is taken up by PVA particles to form particles encountered in 
the formulated PVP-PVA mixture and that "PVP and PVA are not miscible with one 
another ... so that simple combination , for example by a homogeneous melt, is not 
possible," so that wet granulation of PVP and PVA particles taught by Ortega does not 
result in the claimed composition. Thus, applicant argues that Ortega does not teach all 
the elements of the claims. 
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Response to a): 

Ortega does not disclose homogeneously melting PVP and PVA. Ortega wet granulates 
theophylline and polyvinylpyrrolidone (PVP) and the theophylline-based product from the wet 
granulation step is dried in fluid bed granulator, see column 4, lines 32-34 (Example I). It is this 
dried theophylline based product that is combined with PVP and PVA and lubricant and the 
granules from this step are formulated into tablets. Therefore, Ortega does not wet granulate 
PVP and PVA. Therefore, Ortega discloses the process of claim 1 with respect to the process 
where 1 a) and 1 b) are granulated. Ortega does not indicate that solvent is used in the second 
step. The claim does not state any particular order of adding the components. Therefore, with 
respect to applicant's argument, Ortega discloses all the elements of the claims as described 
above. Furthermore claim 21 is a compressed tablet just as Ortega discloses compressed tablet. 

6. Claims 1 and 8 remain rejected under 35 U.S.C. 103(a) as being unpatentable over Ortega 
(US 4,837,032) in view of Noda et al..(US 5,389,380). 

Ortega discloses the granulation of a composition that comprises theophylline, 
polyvinylpyrrolidone, polyvinyl acetate, cellulose acetate phthalate and lubricant, which is a 
mixture or stearic acid, magnesium stearate and talc. Ortega does not teach a theophylline 
composition that contains lactose, cellulose powder, mannitol, calcium diphosphate or starch as 
required by claim 8. Nonetheless, Noda discloses a theophylline composition comprising 
excipients such as lactose, sucrose, sorbitol and mannitol and higher fatty acid or polyethylene 
glycol (column 4, lines 43-47 and column 5, lines 63-65); and Noda is relied upon for a teaching 
of theophylline composition that contains lactose or starch or mannitol excipient. Therefore, it 
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would have been obvious to one of ordinary skill in the art at the time the invention was made to 
prepare a composition comprising theophylline, polyvinylpyrrolidone, polyvinyl acetate, 
cellulose acetate phthalate and a mixture or stearic acid, magnesium stearate and talc. One 
having ordinary skill in the art would have been motivated to include excipients such as lactose, 
sucrose, sorbitol and mannitol and higher fatty acid or polyethylene glycol in the theophylline 
composition with the expectation of producing a sustained release formulation. 

Response to Arguments 
7. Applicants 1 arguments filed 5/1 1/06 have been fully considered but they are not 
persuasive. 

Applicant argues that claims b) 1-9, 12, 13, 16-23, 25 and 27-33 cannot be rendered 
obvious by Ortega in view of Noda because Noda's disclosure "adds nothing to the teaching of 
Ortega" that could reasonably supplement or suggest motivation necessary to modify the tablet 
or the process as claimed, and the combination of Noda with Ortega is still deficient because the 
combined references do not teach all the limitations of the claims. 

Response to b): 

Claims 1 and 8 and not claims 1-9, 12, 13, 16-23, 25 and 27-33 are rejected as being 
unpatentable over Ortega in view of Noda. It is described above that Ortega discloses the 
claimed composition 1. The difference is that Ortega does not disclose the limitation of claim 8 
and Noda was properly used as a secondary reference to show/demonstrate that theophylline 
based composition can be prepared using excipients such as lactose, sucrose, sorbitol and 
mannitol and higher fatty acid or polyethylene glycol (column 4, lines 43-47 and column 5, lines 
63-65), the limitation of claim 8. The motivation to combine Noda with Ortega stems form the 
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disclosure that fatty acid and lactose, sucrose, sorbitol and mannitol are excipients that can be 
used in the formulation of theophylline based product. One excipient can be used in place of 
another excipient that are recognized as being equivalent in the art; the end result will be the 
production of sustained release theophylline composition. The reliance on Noda for teaching 
theophylline composition comprising excipients such as lactose, sucrose, sorbitol and mannitool 
and higher fatty acid or polyethylene glycol is proper since both references disclose theophylline. 
No claim is allowed. 

8. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Blessing M. Fubara whose telephone number is (571) 272-0594. 
The examiner can normally be reached on 7 a.m. to 5:30 p.m. (Monday to Thursday). 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Blessing Fubara 
Patent Examiner 
Tech. Center 1600 
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SUPERVISORY PATENT EXAMINER 




